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geographical, regional -

as all the different things you have

béeh thought through?
We've given quite a bit of

scope it down, and we're

going to be utilizing our advisory committees

to assist
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¢ way to the supervisors,
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|
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counterfeiting
look how theZSCience played
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n with CFSAN, because that will give
of where the science or the

)
tever else may have been

Good point.

TZ: The other point I wanted

s coming back to is what happens

report 1s written by the

and it's accepted by the

‘enter has seen a draft copy

it's finally reviewed by

, and what we expect'at that

center director will come and

joing to do about it.

That then bBecomes part of the

the commissioner expects
igs to keep track of

that

peer reviewers to the
ugh the center.

is an accountability that
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'Anything else?

kay, thank you.

think we!ll move the schedule up a

next topic is Emerging Science

d rissue Engineered Products.

t the November Science Board meeting

: | : e
irector and ORA identified key
ties that were confronting

that these topics would

for future in-depth

bsequent Science Board

cmerging science area of
| A .

g Till be discussed today by

!

Kathy Zoon. Aﬁd Bob'Nerem-
inptt on thisias well.

s |something we'll probably

nd I;think it's actually gquite
ome of the things that Ed and
entiéning, and we'll want to

well as other things that come
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nd I was just asked, am I going to

reak? The answer te that is
is.

g Science Issue:

e and Tissue Engineered Products.

Thank you. I'm Kathy Zoon

Biologics, and David and I

to do a| joint presentation today on

resentat

Slide]

‘probably

] tissue engineering,

and I will kick

1ormn.

BER has|been involved in the

and tissues for a long

sur first interaction with

tissues| came from our blood program;

a long hi

cover here.

story unto its ownself which

And maybe for a future

ut the scope of the products that I'd

like to ﬁresent to you today .covers séme of the

initiative

s that we

"re currently undertaking in
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(”\ 1 conventional bank tiséues for transplantation,
2 somatic &ell therapie%, and I'll spend some
3 time on %hat; gene therapy, which is clearly a
4 major iséue and érea bf involvement of the
5 Center. .Some of the activates as they impact
6 on repro%uctive cells; human reproductive and
7 therapeu%ic cloning, as was mentioned earlier
8 by Bern,%énd looking at combination products
9 and sqmejcf the challenges‘in that area,; and
10 xenotran%polantation.
me 11 tSlide]
o 12 Fooking at w%ere we had come from,
13 really tEe issue of c%mbination products, we're
e 14 first‘bagk to a 1991 aocument published in the
i f
’ 15 Federal éegister which really looks at
kﬂ 16 interageécy jurisdi:t&on issues. And I would
| i
17 just mention this becéuse thig serxrves asg the
18 foundaticn\today where our decisions are made.
19 But cleayly, actiyvities and interactions are
20 ongoing in the cehters on tissues and tissue
&mW' 21 engineerings between the CDRH and CBER on a
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ur jurisdiction and
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1
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fm\ . 17 Ahd in this ?ase we definé those types
N :
2 of tissues as havinj fhe following properties:
3 One, thaﬁrthey wére mﬁnimally manipulated,
4 there wasn't a lot of processing of these
5 tissues, and a lot of growth or extra factors
6 or devices being applied to these tissues; that
7 the 1abeIing or advertising or the intended use
8 of this éissue was hohologous, or it was used
9 in the same way that the original tissue was
10 iﬁtended%to be used,
11 yext, that it wasn't combined with
12 either a%drug, devide‘or biologic, only within
13 certain éxceptions, and also‘that it was not
14 dependent on metabolic activity of those living
15 cells foréprimary funetion, and did not have a
16 systemic effect. | And there's a few little
17 exception%'to that that I will talk about
18 later. And that there was no premarket review
‘ 19 of this. | |There would}be registration, there
. 20 would be iisting, thefe'wouid be certaiﬁv
L 21 expectations to follow certain regulations that
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And of course blood was

ed and sec¢reted in extracted

And




10

11

12

13

14

15

16

17

18

19

20

21

that meant
criteria
Health SQr

i

was safe%y
than minin
1abeling£e
use or r%p
be kicked

oversight.

drugs, bio

therapy £

the Center

and this
derived DN
and transd
vectors fn
that we w§
providing

the ex vijv

clearly in

Eome of t

that i1f
hat we es

vice Act

117

you did not meet the

tablished for the Public

Section 361, and that there

and effectiveness concerns or more

ally manipulated, or that the

xtended| beyond the original intended

lacement

up into a

therapies,

then this would

‘higher level of regulatory

And they would be regulated as

logics, | o

at we are

r devices.

he types of cells in gene

dealing with right now in

for Biologics include gene therapy;

can include

A through

uction of

order to
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a therapy

éverYthing from plasma-
looking at the transfection
célls to put in different
express certain properties
aﬁd with the intention of

I

for gene therapy. Much of

© gene therapy that we now regulate

volves a

faTr amount of manipulation
\
\
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(m\ 1 which is consistentvénd hés a higher'level of
Mo o
ﬂ 2 regulation. All the ﬁroducts,here that CBER
3 regulates [for the mas# part are described in
4 this docdment, are regulated under Section 351
5 of the P@blic Health éervice Act and would
6 require % biologics| license appiication,
| i
7 Many of thesé products pose certain
8 important |control| factors with respect to not
9 only theiinfectious disease issue ;hat was
10 raised e%rlier, but  safety and efficacy
11 concernsgand how thése products would be used,
12 labeled %ﬁd devel:ped}
13 &he mechahisms would normally be
14 whether or not it were regulated at the Center
15 as a devige under| a PMA or as a biologic under
16 a BLA, wquld use aithér an investigational new
17 drug app#ication Drbaﬁ IDE in the case of a‘
18 | device. fAnd the :riteria that would be used
19 would be tthe same reg%rdless of‘the mechanism
20 as the bageline, thé ?oundation; the
: ‘

21 characterjization,  the cells, the infectious
: |

|
|
e ‘
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ea involved in workshops

g
|
ar

and standards development, and this is just a

partial list of s
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engineering.
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of the activities going

here's a cross-agency working group

Standards organizations
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P
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roups that have already

n.

standards and three approved

And then there's a cross federal

ort to develop partnerships in this

udes FDA, NIH, NSF, NIST,
NASA. You get an extra
hat all of those are --

at}usually gets people.

al issue is how do we develop

based regul%tory framework. This

hejprevious activities, but
in workshops, in
is an area that I think

erest in, and we'll see

developments in these areas.

This is
incinnati; this is a cross-
llae in the heart with the

just below it, for your
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what you want to have for

things 1ike%that.

R. DAVIS:

R. LANGER:

e line this way.

athy, do you want to come back?

'Questions? I think we'll
Harold.

Kathy; it wasn't clear to

me from ﬁhe presentation what you see as the

i

agency's role in interacting with Congress,
gency's | g

|
from thegs

responding
-- we bein
based on ly

to be dedi

I

nightmaré;
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So I wonde

;
gsit there
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thinks Cdn

or what?

tandpoint
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g the ager
our perépe
ding?
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where the
tstripping
r, are we
with a serx

gress ougtl

R. ZOON:

of, are you really
questions; are we trying to
1cy -- trying to lay out,

sctive, what Congress ought

as such a potential

> science is obviously

y what we know abput ethics.
’being proactive oxr, do you
1se of what the agency

1t to be saying around this,

The reality is, the agency,
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if asked and approved by the
|

the! Congress on developing
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be unique to the FDA; when we

Hill the last time when we
videa technical advice on this
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talkéd about the science and
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n decided it wanted to propose
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At |this point in time there

quest to do that, but clearly
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on | wanted tijrdpose

1t§also have FDA and NIH
rheir input and possibly CDC
sal,
|
unique to Congress.
1istration or in Congress,
1d technical information, we

usually there to help in

‘Marion?

I also am very impressed
1Eroversy doesn't even begin
I#kely to lie ahead, and
ar?the FDA has an internal
nittee within the agency

1 -- I know it's supposed to
julation, but let's be real
seems to me that getting
the table early on will

1gainst things that come up

>e:prepared for.
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I think a very important
We've recognized the
on our advisory committee

ty of areas. And in fact,

e#y and Availability

|

ommittée and also on the

|
|
olantation Adv1sory Committee.

ommittee,

we're bec

the Xenotranspolantation
we have an ethicist as the

oming more sensitive to

while WT don't have our own

we oftzn = pplement our advisory
when w _aik about subjects that are
al, 1g}as consultants ethicists
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n whether

Especial
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. their img
on, as I ¢

!
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int is a little bit

o% not there should be a
19 with some of the‘new
lot of issues related to
a¢t.

Now our regulatory

aid, does not deal with the
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oyiFDA. However, when there
're preparing for science
always want to either

ate! and understand the more

respect to our science-based

n the broad%r environment.
guess theré'probably are pros and

an%ethical advisory

ink it's a really

|
1 that should be analyzed
at, how that could be used in

the agency, or whether we're

|

to use other outside advisory

|

ice!so we're not so linked to

A#d that's something I

t's a crallénge we'll need to face.
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I guess first I want to
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I'm probably going to call

Letterman top ten list." But
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1, .
uesFlon, you know, what is
|
most controversial decision-

he hext ten years, they're

to be related to ethical

ik lwe would be well-advised to

that into account.

first really want to ask for an

nal answ

ered' wa
that "We
g," but

ered' an

g.

ioenginé
estion;

Not to
bly any'

to how

DR. FEIGAL:

er. Last night the word
s|used, and I was more or
11, yeah, it's genetic

then David you used

d| I know it wasn't genetic

So what is the definition, by FDA, of

efed? /And is‘there an answer
and if not, I bélieve there
day, but I think FDA more
other agency needs to be
terminology is used.

I take your point. The
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1 examples 1 waé giving‘were not meant to be all
2 encompassing of all bioengineering, but as an
3 exampleléf the kind.v‘So I think thinking of
4 what's igcluded undar?bioengineering, what
5 should be ldescribed| by other terms, 1s a point
6 well taken.
7 DR. NEREM: I'll let you people come
8 up with % definitioﬁ. Unless you have one.
9 bo you have a definition?
10 ;DR. ZOON: |There are many. But I
fW\ 11 think iijou're asking do you have one agency
: 12 definitiQn -- bioengineer covers a spectrum of
13 activitiés, and in terms of how we apply
14 technoloéy to biological systems.
| 15 And my sense is, depending what the
"E 16 question‘is,"almost every Center is involved in
CE 17 some sort’of bioengineering process across the
18 FDA with respect to whether it bé foods,
19 devices, traditional biological products; or
20 even in the case where things may be used with
(W\ 21 drugs.
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e is, and the term had a

bu& as most things, the

devil is in the details as you start drilling

down into
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less beiﬁg used to

they didﬁ'
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more controversial

be more sg
|

I

question,
i
!

going toga
your preée
that you“r
some poiﬂt

to Katheri

D

the definition.

R. NEREM:

Well, vou weren't at the

|
t night, #ut there it was more or
mean genetic engineered, but
t want to‘use the term.
ﬁtkI think it is in the details, and

mes when

e. But

ecific.
want to
and I don
nswer tha
ntation)
e the oﬁe
mayvbe th

ne.,

more general term is

ssues, I think one needs to

L
wLen you're getting down to
é

Q)

sk a different type of

t know which one of you is
t; but it really comes from
David; which doesn't mean
1that should answer it. At

¢ answer will shift from you

i

lot of |[these tissue engineered

|
|
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at| I call hybrid

act, the reason I wanted

was not so much to focus on

in and of itself, but as an

of hybrid technology we're

And
ally don't know if FDA is

to really review these

to help me understand a

mentioned I'm interested in

Now I know if it's

a:device, right?

£R. FEIGAL: PTFE, --

|

bR. NEREM: | A graft.

ER FEIGAL: Yes.

Bé NEREM: If I put in‘an endothelial

inner lini
D]
would stil

definition

ng, i1s it
R. FEIGAL:
1 make it

of a device is its primary use,

still a deVice?
Probably currently we
a device, because the

and
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and its 1

Nerem, do
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Yes.

to say there are

devices t

hat CDRH

DR. NEREM:

DR. ZOON:

he Center

is

1t
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But
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erfial there;

You know,
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f the blood wvessel is still

Even though that

tabolically active.

@kay, now we'll go one

m actually not going to have

I'm going to have

cal bcaffold in which I seed

A 5nd then I put in an

totally biologic but its

s&ill delivery of blood

deyice or is it a biologic?

we've had a
and I think your point

the complexity of the field

, ' I think, really, Dr.

together. Can it be

I think it would be fair

sueg in terms of structural

a8 an engineering background
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al need to replicate in the

ast, though, I think the

toibiological systems, and
aﬁd the issues of cells,

F % biologic -- I mean, if
iné a biologic, a cellvand a
Sd in terms

ic as 1t gets.

ity and the scientific

ad@ress and have been able
over the years.

nter, we have the opportunity

different mechanisms by which

products

ier, our

are reviewed. And as vyou

Center has the ability to

omplex tissue the biologics license

ns. We | can also use PMAs, which are

mechanisms,

or we can look at them

if they're in their simplest form.

Really, the

amount of regulation and

£ regulatioﬁ is very much impacted on
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and as it 1is
as well as what are the
hat tissue.

have discussions, we

cuss:Lons, because

k the question becomes
at are the lines of
kil for every time you draw a

re'll be another question

sed that you have to address.

o I think

{1

ocess thaf
t mechanis
ogether, a
lly import
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to both ¢

this will be a continuing

the agency will evaluate

ms and scientific issues

nd I think that's something
|

aht; and your attention to
|

I think important to the

enters.

© we take your interest really in the
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discussion

‘'And I think it has,
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and we

s|be the two centers on
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e lines as clear as

but recpgnizing cooperation between

nters is

the effe

tablish| a

(U
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are of g
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ell line.
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triage those issues

the ethics

be able to

committes

address

going to be critical to

ctiveness of our resources
a good‘job.
f |
DR. LANGER: Rita and then Harold.
| .
COLWELL: I think you're going to

téxonomy of these systems,
| .

‘ .
wiﬁh Bob that you will find

|
iﬁ some very fundamental
¢

reat value such as synthetic

h Which really don't involve
|

lere |1s a way to develop this

$ taxonomy, it will be very,
especially in being able to

thaﬁ really ought to go to

[4})

ind those that you should

and be able to deal with as

your routine processes and business.
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Fathy, you mentioned that

and cons of how we used
|

t in the base of using

|
|
t reminded of the comments

about this firestorm that's
|

nsumer advocates as a part

]
i

visory boards.

'some years ago probably
ve thought that that was

inf or, you know, we're so

-

re%they going to play a
ndiyet it's a natural thing

too much of it,'especially

se, and I think the use of

is going to probably be in the same
|

st this fivestorm is coming; I don't

begin vet tO»imagine hoﬁ big

to be. | |

And I th‘nk ome day we're geing‘to

and saﬁ it| makes perfectly good sense

hefarticle that was sent out
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ts. So I would like to
very proactive with that;

going to be a natural thing

ther questions? Bob.

Pl |
DR. NEREM: i just wanted to make one
i ‘ 1
; |
ent. I do r%alize that there's been
| : |
force, Whlcb I think dates back to

'94 or something, | and I give FDA a lot of

credit, both for all
into the tiissue éngi

leadership

organizat

i

concerned

ilons.

Having said

they ﬁroVic

the thought that's gone

neering area and the

t

led to ASTM,

and to other

hat, I still am

;. not so | much about tissue engineering

but about! [the bréaderiSpectrum of products.
I ] ‘

|

Everybodﬁ
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I think i
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and we have a n

|
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sut how they

else iﬁ theiworld is trying to reform

ew administration and there

3

?

o 'some way change FDA.
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te for FDA to think

may want to, how you as
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ﬂo 't be reagtive to whatever goes on
in Congrel but' be proactive in the context of

what you think is
|
i

done. !

DR. LANGE

Liet me su

cally needed to get the job

Any other comments?

ggest this: Why dontt we

take a 10‘minute3break, and then --

DR. NEREM:

o

Laughterxr

DR. LANGE

come back |and dofat

R:

Go to lunch?

No, no. And then we'll

least the first part of

Susan Wood's presentation, and then we'll do

lunch. But you'll

Coffee b

[an}

DR. LANGE
their seats.

The next

o]

et your break.

reak.]

If people could have

presentation is going to be

on the Office of Women's Health.

|

| ,,
Susan 18

|

\
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the‘heW‘Director of the
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aalth, and she's going to be
e gn how the Office of
fied its scientific program
-and recommendations from
ril 2000 meeting.

" the questions that came up
1 focus the selection and
ctsg, how do you ensure peer
ity in selecting these

of the seed projects funded
= funded by the agency or
s, like what's the

and then

h of this program,

the area of dietary

f Women's Health
h Program Update
Thankvyou for inviting me
the Board, and to hopefully

bring you up to date on what

th the science program
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of Women's Health.
|

Peggy Miller, who's sitting

th% manager of the science

So we're going to

on' where we are right now.

ions and changes that have

n the projram‘in the last year and to

see if there are any other questions or

i

comments 't
é

this.

assistan@e
some det%i
the end of
very new it
call on Pe

talking |ab
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o FDA and| new to the office.
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guys can bring to bear on

l|call on Peggy for

>f the éuestions relate to

I did arrive in November, at
and still consider myself

So I'll

really knows what she's

to take a few minutes to

yve a bit of a checkered

started out as a basic
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in biology but looking at
invertebrate

nd that seems a long way

alth policy.
transition by working,
y doing further work,

njthe biochemistry of

Took a AAAS fellowship onto the

five years with the womens:

méns health legislation and

a%way of trying to see

that pointian exploratory move of

king science and applying it to

it was something wildly

I had done in the lab was a

nd obviously I stuck with that; in

epartment of Health and
the Secretary's Office on

worked department-wide.

ys into how the office
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fm\ 1 works now| here ai FDAiwhere I am trying to
f“ 2 focus on the agency's missions and its
lw 3 activiti%s.
4 %So we were m?ving with the Womens
5 Health Office at FDA - and I wanted to give
6 you just a little bit'of background on the
7 office so|you have a feel of sort of how it
8 fits in with the agency.:
! | |
9 %And thatfs to tell you that our role
10 is reall? to SerQe Aas the advocate for women's
1i health across the| agency, and to look at the
12 FDA prodﬁct line that it does regulate, and
Ji 13 make surélthat it's| safe and effeétive for
‘f 14 women. fhat we in the process of either
| 15 clinicalftrials'or pther evaluation, that the
le6 needsg ofjwomen are assessed. Not only are
17 women inéluded in| clinical trials, which was
18 sort of the hot issﬁe ten vears ago, but at FDA
19 it is not really an|issue in terms of
:
20 participétion of women in c¢linical trials.

21 | But then |to take a look at the sgsecond
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t%is data evaluated and

differences and can we get

in&ormation from that? And
ometimes‘thelanswer is yes and

the answer is no.

‘e also want to look at how women use
¢ts that| are regulated by FDA, and
played inﬁo looking at the risk-
ecision;| because when you look at

omen use more prescription drugs or

whether they are more at risk due to pregnancy

for food

consumers

questions

we look a

|

process,

pregnancy

CDER on how to revis

can also

safety, or

And finally

be involved

we need

of dietary supplements,

Uuse 18 communicated.

‘whether they'‘re high

these are all

to take into consideration as

t FDA's actions and thought processes.

that we take a look at how

In the labeling

for example, this can relate to

labeling where we're working with

€ pregnancy labeling. It

] with other aspects of
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product labelingéthat;may not be related to

pregnancy

differen;l

L \ | :
women in using a prod

S
womern in -«

that, that

difference

periods %f
whether ék
are the ﬁy
research p

looking at

e

relevant a

r

[

program, a

in talking
and long ¢

a mix of t

sort of co

al use pr

1
0 in moz
|
linical

we look

I
|
|

s welll

\
Slide] |

nd I know
about 'how
erm pré%ec

hese gJing

ver the |ra

but maly reflect either the

differential physiology of

\
|

|
1

:the

do
t s,

on

FCt'

1ito#ing the inclusion of

triéls, I've talked about

atithe‘biological

s and'whethér there are different
suscep ibiﬁity or vulnerability, or

ere are exp&sure differences. These

pes ofques&ions that not only in the
rojects tha% we fund but also in

the actiViﬁies of the centers are

Now in‘talking about the science

issue came up last year
you balance the short
and we do have sort of

now. And I think they
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1 éne newl typel of project-we're doing is
2 with the%Departmeht'é‘Centers*of Excellence in
f ! . '
3 Women's ﬁealth. iThese are 15 academic medical
4 centers ﬁhat have| been designated as Centers of
5 Excellenée across| a w}de variety of aspects, be
6 it clini%al careh eiubation and training, but
7 also in Jheir»reéearch portfolios.
8 We've taggedlonto that project
: | \
9 particularly in thelarea of dietary
10 supplemeﬁts, which I'il talk about in a minute;
o~ 11 but by going to Lhe centers of excellence --
\. | |
. 12 it's a group tha%'s already been:identified by
13 the Department abi then being able to solicit
14 research project%’in barticular areas through a
15 contract mechanismn. We're able to get at some
16 targeted |questionsg that are relevant to FDA's
17 mission with a relatively straightforward
18 mechanismn|. | {
: i
19 | The secand area, which is a more long
20 term program; welve starﬁed working with NCTR
. 21 to develop a Women's Health Initiative -- and
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|
some of t

i
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done, thﬂ
program a

convened

involved |

|
all of th

continued
internal

go, we re
identifie

independe

we're finding, the Centers of Excellence; the

nd for

|
1

! Lol |
But we have continued also the

as well. I'1l give a little detail
te. 3
Islidel | |

To make sure that we're addressing

in the

e proposals.

vised the gr@tocol so that we
| i

nt of the BIs, if you will.

So going'back~to First program that

a bit labout| that in a minute.

1 resea?ch]pwogram, and are funding

g yvear fsr the Centers of Excellence

| .
he | NCTR projects, we have
oplcland used them to review
fith the intﬁamural program we have

| | _
to this point with using both
| |
|

d peoplé with expertise in the field
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he questioPsiof how the peer review is

|
F
| |

review panels from the product Centers
! | .
|
t

and externaliexperts, although‘we did
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topic areas that we identified for this

previous 'year that

have been funded is in the

area of dletary supplements and drug

interactions as well ks safety and

effectiveness for
|

know that |a lot of

use in women, because we do

these products are very

heavily used by Womenp and particularly related

to reproductive he

[slidel

have a 1iéting of

alth and menopause and so on.

I can't go through them all and I do

them if you're interested in

seeing the ones that‘we funded; but I want to

talk briefily about
|

Dr. Steven Hall ét
\

doing, and he's io

functioning and it

John's worlt, which

a couple of them to give you
projects. This is one that
University of Indiana is
okigg at cytochrome p450s

s linteraction between St.

affects the metabolism by

cytochrome p450s !/and how it interacts with the

circulating levels

which i1s a sort of

of oral contraceptives/,

known interaction and it's
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research;

‘hoping to

used for doing some

those effects.

|

2

is 1ookiﬁg at soy o)

again how

|
!

Asians and Caucasia

1

again the
as well as

products;

[ ]

i
bt

i
a b year p
address’lb

way .
s

to develoﬁ
i

used to e¥

dietary su

the University of| W

the respo

I
!

interacti

drugs: fo

Slide]

he NCTR
rogram,  a
ng term|a

and to do

in vitro
plore dru
|

pplemeﬁ

}

nother one we're doing,
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quantitative evaluation of

which is at
ashington by Gail Anderson,
roducts,

and it's looking at

nsiveness differs between

b
ns in response to soy; and
ons between photoestrogens

r women who are taking soy

program that we'ré funding is

nd it's really trying to
ctivity in women's health

it sort of in a proactive

o we're |working with folks down there

model systems that can be
|
g-drug and diet and drug and

intleractions; and we're

develop some targeted genomics and
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research t
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|

o we hope
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address some gender

call products.

that this will evolve into

but at this

in early stages and still in

= folks at NCTR.

sue that apparently was

s how do we focus what we
ur priorities, and make sure

h FDA's needs and mission.

an important point, and it

|
i
also What were the outcomes of the

hat's a

ely I o1

t as we

rhe

have

Lready been funded?

rvelop this -- and

nly ﬁave one copy; we're
speak -- but last year ét the
the meeting, this was being

vas finalized and I bélieve

meeting six months ago. So.

it in your files, and
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d it in detail. There will

ies the outcome both in

[

t have come out, papers that
, land to some degree sort of
as led -- we provide seed

has been additional funding.

difficulty of getting that

we send out a query to

aﬁd said "How much funding

rom outside sources?" We

from a number of people and they all

ot great

£ that)|
group at
|

develbp

es-deplant

nding that we gave them,

fuhding."

nk there are some good
whe%e, for example, Ray
Ge&rgetown has been able to

thé work on QT prolongation

arrhythmia, based on some

and there

ther examples like that.

But of course we didn't hear back from
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t was a |dead

1f you will
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and we can't say that that's

end or because they
e—mail‘back, at that point.

built into our granting

- that they had to give us

-

So it has been rather

reallyfget a full assessment of sort

s the o@tgrthh funding from seed

But we will continue to try and

funding as we go forward.

re looking at where we're

did really want to focus again on

that had significance to the

!

gn and its|regulatory authority; but

o/give a big more direction
the priorities of the office;
Obl‘projects, we sent out the
als and targeted'an’area of
in product safeﬁy:or

well as on questions of
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safety and effectiiveness of products used by

women as

been sort

|

they agb.

So I think

in previous years there had

of an open call to the Centers, or

there had been discusisions with the center

leade:shi

we did tx

call for
similar p

going to

funding f
you're in

least the

do we disg
type of w
that NIH

in part i

Yy to qu

1
review.
|

tereste&,

[Slidé]

tinguisb,

ork that

p to sort

would like| to see us fund?

rocess of

or four proposals,

does; and

of' say what are projects

This time

albit of a shape onto the

proposals, | and then went through a

evaluating the projects and

And we have just recently awarded

which again if

[ can get you copies of at

titles 5f’what those projects are.

Andther‘quesﬁion came up regarding how

| .
lijou will, between the

FDA | does and the type of work

I think I've answered that

|
‘ | |
n terms ! ¢of trying to look at the
. |
i
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{mﬁ 1 projects and quebtion@ that are'of‘interest'to
i 2 FDA's miésiona |
3 : Hor example,%we are looking at,bfor
4 later ﬁhis year,idoing some funding in the area
| i 3
5 of studiés on meaicatﬁon use in pregnancy.
6 Actually%fundingjsomefPK‘PD studies to try and
! |
7 demonstrate, dev%lop % proof ofvconcept, if you
8 will, of’how do &ou c%rry out ethically and
9 sort of &jth scientific validity and rigor,
10 some studies on prejnént women who already have
- 11 a partidular condition and who are already on a
| | :
T; 12 particul;x medic%tién;for their‘own health
13 needs, agd then Ery‘ahd capture that data to
! ! |
14 make it useful fér laEeling purposes as well as
15 to aid-in'diagnogls aﬁd appropriate treatment.
A 1le %hd so that's one way we sort of take
. 17 a cut, ifgyou will, given the limited research
18 we can fund, to th;we put it towards FDA's
19 mission. Eut‘aléa thére are other ways where
20 this office works scré of interﬁally within FDA
21 but then plso links back-to the Department and




| |
177
1 to the Public Heelth Service Coofdinating
2 Committee to try;and find out what, other
3 agencieséthat are| funding research or carrying
| ; .
4 out rese%rch, ho@ do we have synergy and not
’ i |
5 really d%aw a ha&d line and say this is NIH's
6 and thisgie FDA'e andl this is CDC‘S, but
7 rather, Qhere is [there the overlap and where
8 can we either not| duplicate but rather work
9 togetherkEnd develop programs that address both
10 of ours ot multiple| agencies' needs? Because
11 ultimateLy we're%all WOrking towards the same
i2 goals. § }
13 %nd’the:e are a couple of eXamples,
14 and both |of these areﬂrelated actually to
15 medications and pregnancy where we're working
16 on one side with NIH trying to take a look at
17 some of these questions around the pharmacelogy
18 of pregnant women , and they're interested in it
19 from some of their aspects and questioﬁs; we're
20 interested in it‘fremtlargely the pregnancy
21 labeling type oftintefest, and we're trying to
} v
'
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t projects that we can do

¥y, | CDC has just gotten a chunk

in the area of, for safe

is primarily, their interest

eillance and in preventive

monitor women in prenatal

actually measure pregnancy
on with regard to the women's

got other people looking at

, but obviously there's a link

> kr%nging into that picture,

g I aon't think CDC had really

{4

fact that the women that
cerned about, the women with

high mortality or at risk for

women who |are likely to have a

they are women who are
that may or

good information on its
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appropriate dosing or

s for the woman or the

‘women wmo belcome pregnant try to go

to protect the fetus,

be creating more problems than they're
!

tunately the database for

ing tq work with CDC to
motherhood isuis bringing
tion about the 

ant women,kwhét do wé know

labeling for medications

for pregnancy, and how can that ultimately mesh

with CDC!
they are

preventio

that I th

other par

important)

there is

Sp it's Iy

. on.
\

iink our

to keeg

5 real hs

s goal oF re

responsible

hat

tis of what |t

in

1 d

ducing the numbers that

for surveillance and

kind of meshing’tdgether

regearch agenda, along with

he office does, .is

mind. And T don't think

and fast line that can be
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{”& 1 | drawn.
i) 2 In looking|to the Future in terms of
3 how do we‘establish~opgoing priorities and
4 future pﬁlorities; for example, next week the
3 3
5 Office oﬁ Womenstealth is hosting what we're
3 |
6 calling % women'é health dialogue, and we're
7 -bringing%togethei Center directors, Dr. Schwetz
8 will be ;here,‘and groups that are either
9 womens groups, health professional groups, the
10 industry, research organizations, to try and
fm\ 11 have a two-way conversation on both what FDA
12 can do iq this area, jutqalso listen to their
13 ideas and try to develop some strategies for
14 actually either @aving forward in the area of
15 either policies and regulations or research,
16 but also%in movigg forward and being able to
‘ | | ‘ )
17 get the ﬁesourceé tha? we need to actually
18 . follow through oh whaL needs to be done.
19 Similarly, we'll continue working with
20 the Coordinating| Committee on Womens Health at
21 the Deparitment level 4o that we can stay in
.: |
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few minutes for 1

presentat

noticed i

the one where som

look at t

DR . DAVI;
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n one of

he diffe

R. LANGER:

DR. WOOD :
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he rest of the Department is
a;and then the central way

vy lcollaborating with the

o identify issues that are
and trying to add value to the

with, in this case talking
|

h gide of the office, funding

relevant to their missions

Hmﬁ

ink ﬁﬁmﬁ_m it for now. After

activities.

‘We'll maybe take time for

'I'm sure people can wait for a

, ﬁ
unch.
I'm sure, vyes.

Thank you for the
|
welcome to the agency.

I

I do have though. I

the examples that you gave,

eone 'had applied for funds to

rences around soy for
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response jhat they were seeing in Asian women.

and we pro
f

1
further in

|

1

|
characteri
!

differenél
So they ﬁé
4
biomarkeﬁs
differentl

supplement

E_o that! was

=}

[£H]

project that they had;

vided supplemental funds to do some

vestigations to see if they could

Zze what| enzymes were being turned on

y in Caucasians and in Asian women.

d alreédy presented some data with

to show that they were responding

v, and

we were just adding some

al funds there to see if we could

determin% the mechanism.

ﬁR, Wooﬁ iI think this is a very
preliminaxry proj%:t. And were 1t to come
forward and say %ight here are some particular

| \ :
pathways which a#e affected and affected

[ !
differently, in Fwo populations, let's now move
it forward to a ﬁroader population, take a look
at it in vérious groups.

And I think the Asian population
again, because this|is in Seattle where I think
this 1is probably, they're using at the cultural
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(“ﬁ 1 and the usual dipt of| women and not modifying
?E 2 diet; so it's probably to some degree a -- I
I 3 wouldn't{call it @ sample of convenience,
4 because it‘s a semple of relevance-,.It's
5 ‘ relevant;to that popuiation, moreso at this
6 point in%dietaryhaLits than other populations.
| f ,
7 %ER. LANQER: Cecil and then Bob.
‘
8 iDR. PICKETL: I was interested in some
| : |
9 of the w%rk being done on ‘dietary supplements
10 and drugfinteractions. And I'm wondering
(m\ 11 really h%w the aéen:y‘views really how to use
; I ‘ ;
12 the datagtnce obﬁained in the context of.
13 perhaps chicy de:isiOns on dietary
14 supplements.
15 DR. WOO@ I think that's a very good
16 questionj
f 17 ;‘thinkiin many of these cases,
ﬁ 18 particularly in the|area of dietary supplements
F 19 --and at least this ié my take on it and I1'1l1l
‘@ _ 20 look to ojther folks at the agency to say in
21 terms of how CFSAN cojld take it in the context
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limited authority or lack

Al has in the area of

D

; but I think a large part
e lack of information that
S

on how, when are there
eéd to be raised? That

aﬁ the agency should or

it. Or could at least

ment that there needs to be

fication of the authority?

118 point, our interest for

hbalth is to take some of

gquestions,
\

I

ng?these products and that
|

specific interactions.

because we do

The

raceptives 1is very relevant

t
Lobably not just St. John's
%bout; so we're trying to

hat can be useful. Granted

o a lot of people and is
specific to FDAVS ,
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ibut I think it's at this
rbuild the database.

One more question, in
ries that you choose to do
ve come out of some peer
would assume that the
are collected using
cetera; and which--

hat data that you're going

atabase to make policy

I'll have to defer to
fics of their assays; I

%ion as well, but I do
of Excellence themselves
all the institutions and
of the Centers of

through; it's been through

onn of these centers and

re often than they'd like
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down to the specific

-- you know you don't give

a grant to a -- I meapn technically you do, but

you're giVing it to

particular
|

|
: [l
process that we use

proposals,
although i1

correct, f

used them

before a@ard.

"
actually 'f
they were
and weretg

being a ce
i

able to dg

lot more Iy

expect fro

because it

group, of

al particular lab and a
investigators. And in the
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1 DR. LAN&ER: Bob?
2 ;DR. NER%M: I guess I want to come
3 back to Harold'siquestion. If I understand the
J 1 '
4 questionQ undersﬁood the answers, I»understood
5 that thi%Caucasian—Asian soy project, it
6 origin;téd someplace else and then you provided
7 some additional Eunding to do some additional
\ )
8 things, Which I éuess raises a question in my
9 mind, Bob, certainly 1if anything FDA should
10 have mord‘monéy Lo do/ research; I think we
[ !
5@\ 11 would alf agreed to|that. But I do -- this
. 12 just triggered my mind -- I do wonder about the
13 organizatibn of the research; whether the
14 agency is best served by having pockets in
15 differenﬂ“centerg or whether a more integrated,
le interdisqiplinary reséarch center is
17 appropriate.
18»‘ Il know industry goes through this all
19 the time; \yvou know, |should we have central
20 research léboratories or should we have
. 21 research léboratories‘out in the business
(mW . | _
‘
!
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ause you raise a point that

tinent to that.

I, would ask also, and I'm
that I'm hearing.what you
I may bé misunderstanding;
that we were supplementing

FDA was already funding? I

base project was probably

n we supplemented the NIH
!

I missed that point.

ification.

Liz wanted to add to that

5dd one comment.

BSON: As we do have that

11y the guys at thé FDA
wanted to say thét in FDA’
eriment both ways becausé we
idated research program ét

logy area, and we also have

each of the product




191

{m\ 1 || regulatory center.. So we actually have -- I
! 2 mean, it%ls a co@tinuing discussion, and I know
3 industryghas theisame discussion, but it's kind
4 of inter%sting thlat| we've done it both ways
5 here. ? |
6 | DR. LANGER: | Ed.
7 f1D’R. SCOLNICK: It's a complicated
8 statement, I think‘that your talk and the
9 - subjects have actuaily been very interesting.
10 I never %eally thought about this issue before,
fmﬁ. 11 and it hgs stirred fe| to think.
; 12 The first thought is I heard this list
13 of questiéns that BJB;put forth that we asked,
14 and I heand your|talk, and I'm not sure théy
15 ~ connected.
16 DR. L. &ACCBSON; Probably not.
17 DR . SCOILNICK: Yes. So --
18 DR. L. JACOBSON: I tried.
19 (Laughter)
20 DR . SCOﬂNiCK;‘ No, I couldn't remember

fﬂmz» 21 all the qguestions|

e
s
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ing is in thinking it

v the first time, clearly

od safety, and I guess

r food safety, and then

lly never thought about it

important issues are in

fuly falls under FDA

Because I haven't thought about that

those are, I can't :eally
to the kind of ﬁhét‘the
Somehow I feei now thaﬁ
think, I'd likefto

better way.

vhow to do that, but those

Lo

So you're trying to

t why is women's health a

No, not at all.
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(™ 1 DR. COLWELL:| No.
N i )W W
| 2 DR. SCOLNI:KL I accept that it should
s RN
’ 3 be a priority at |[FDA., 0©
P
4 DR. coLyefL: Okay.
. coLy
5 DR. SCOLNICK: What I'm really saying
6 igs I don't really| know within the domain of
|
7 women's health in the categories that FDA
| ‘ i
8 regulateé, what the mbst important issues are
9 and what the most important medical problems
10 are that’you face| that you have to deal with
i‘
{w\ 11 where thdre is inpdeqguate information, and what
o o
3 12 it is that you need/te fund in order to help
7 13 you make those decisions.
t 14 ‘ I| don't know that, and so my ignorance
15 gets in tihe way of my understanding the context
16 for this. | UJODéL
. v P T
i : 17 ' DR . CQkW%LI:‘ Well, I don't know that
18 there's a |"this is it! kind of answer. There's
19 not a simpgle answer| It was a complicated
20 gquestion. Becau%e I ﬁhink there's a -- I mean,
|
|
21 it's sort!/ijof lik% asking what 1s FDA's -~ on
. ‘ | |
%
‘ r |
| |
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be asking the guestion at

are we going to do with the

but
do with it? It's horrible
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n

ked the question about

ersus decentralization of research

a decentral funding
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hought about it, and I'm
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dietary supplements was
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5”\ 1 area -- but whoSe interest area and who
it 2 identifi%d it as;a priority area for gétting
gk 3 informaticn on d?etary supplements.
4 So I think|-: I mean, I wouldn't want
5 you to think we ;ere 21l saying, hmmm, this
6 isn't important é: us . It is, but it's also of
7 importance to CFSAN
8 DR. DAVIS: | No, no, no.  Understand
9 || I'm not being critical of this pereét ét-all.
10 _ | DR. WOOD: Nq, I understand;
P 11 DR. DAVIS: It just caused me to think
3 12 that the gcomments that in a larger Agency
: 13 prospective, because data generated in CFSAN,
: 14 once that|data's |out there, will be used to
jw 15 regulate Dther ayeas as well, et cetera. So
16 I'm not séying'what ybu did was wrong. I'm not
17 | arguing for centralized versus decentralized.
18 I just thlnk the question needs to be looked at
19 perhaps under thfs UniVe:sity concept that as
20 the FDA funds thinlgs, it will be hard for a
21 - reviewer in any of| the groups to not look at
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C“\ | f 1 that data|generated by the FDA or where the FDA
i 2 dollars is having some regulatory weight behind
3 it.
|
4 And so, one, | we ought to make sure
{
5 that the'data coﬁes from labs, and I believe
6 that's p%obably %he case.
7 DR. WOOD| |Yes.
1
8 , DR. DAV#S: But we ought to make sure
‘ .
9 that we have a s%nsa of what are we going to do
i
10 with the |data wh%n we| get it. And that's not a
fm“ 11 criticism|--
- | |
12 DR. WOOD¢: No
13 | DR. DAVIS. - of this project but
14 just as a general| comment.
15 MS . MILLER With the S8t John's Wort
16 and the QCs, we had| the CDER, actually, was the
17 main group that @an:eﬂ to have us conduct that
18 study. They had already put a warning on low
19 dose estrogen, oral cﬁntraception; buf they
‘
20 didn't feel very comfortable with that warning,
21 based on |[the data| that they had. And they
(T
i 1
I




